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DETAILED ACTION 

Receipt is acknowledged of a reply, filed April 1, 2003 as Paper No. 21, to the previous 
Office Action. Amendments were made to the claims. 

Claims 1, 4-6, 9-13, 16-18, 21, 23-28 and 30-41 are pending and under consideration in 
the instant application. Any rejection of record in the previous Office Action, Paper No. 18, 
mailed October 1, 2002, that is not addressed in this action has been withdrawn. 

Because this Office Action raises rejections that were not of record in the previous Office 
Action, finality is withdrawn with regard to the previous Office Action. 

Claim Objections 

Claims 6, 9, 10, 26 and 37-40 are objected to under 37 CFR 1.75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper dependent 
form, or rewrite the claim(s) in independent form. Specifically, the claims from which 6, 9, 10, 
26 and 37-40 depend all recite "closed" language because there is a clear limit to the nucleic acid 
(e.g., 120 nucleotides in length), and 6, 9, 10, 26 and 37-40 recite open language (i.e., 
comprising) in that they abolish the clear limit recited in the claims from which they depend. 

Claim Rejections - 35 USC § 112, First Paragraph 
The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 
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Claims 33-41 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. Specifically, the claims recite an isolated nucleic acid of not more than 120 
nucleotides in length and comprising SEQ ID NO: 1 with 70%, 85% or 95% identity to SEQ ID 
NO: 3, wherein the sequence has activity to promote expression of a downstream gene. The 
claims read on a genus of sequences with 70%, 85% or 95% identity to SEQ ID NO: 3 that must 
meet the functional limitation of having promoter activity. This is a new rejection not 
necessitated by amendment. 

The written description requirement for a claimed genus may be satisfied through 
sufficient description of a representative number of species by actual reduction to practice or by 
disclosure of relevant identifying characteristics, i.e. structure or other physical and/or chemical 
properties, by functional characteristics coupled with a known or disclosed correlation between 
function and structure, or by a combination of such identifying characteristics sufficient to show 
applicants were in possession of the claimed genus. In the instant case, the specification does not 
sufficiently describe a representative number of species by actual reduction to practice or by 
disclosure of relevant identifying characteristics. 

Applicant claims an isolated nucleic acid of no more than 120 nucleotides in length 
comprising SEQ ID NO: 1 and having 70%, 85% or 95% identity to SEQ ID NO: 3 and having 
gene promoter activity by function only, without any disclosed or known correlation between the 
elements and their function. The specification only provides teachings regarding SEQ ID NO: 1 
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as it regards the promoter activity. Specifically, the specification teaches that the region of 
nucleotides 2-65 of SEQ ID NO: 3 (which represents SEQ ID NO: 1) is required for the 
promoter activity of the sequence. However, the specification does not teach what nucleotides 
within SEQ ID NO: 1 can be altered or removed and still retain this promoter activity. Since 
SEQ ID NO: 1 is an identical portion of SEQ ID NO: 3, specifically the minimal region required 
for activity, in order to obtain a sequence that is only 70%, 85% or 95% identical to SEQ ID NO: 
3, mutations must be made in the sequence. The skilled artisan cannot envision a sufficient 
number of embodiments of the instant invention from the instant specification because the 
specification discloses that this is the minimal sequence that is required for promoter activity; 
therefore it is impossible to envision what additional mutations can be made within the minimal 
sequence and still retain the promoter function. 

Response to Previous Arguments Regarding Claim Rejections - 35 USC § 112, First 

Paragraph 

A similar rejection to this appeared in a previous Office Action (Paper No. 16, mailed 
December 31, 2001), but was withdrawn in view of Applicant's arguments. A review of the 
previous Office Action and the Applicant's response has prompted the current examiner to re- 
institute the rejection with additional comments in response to Applicant's arguments, which are 
discussed below for assistance in overcoming the rejection in the next response. 

Applicant argued that the various fragments of SEQ ID NO: 3 that are described in Table 
1 of the instant specification describes the structure-function relationship in sufficient detail to 
satisfy the written description requirement for the instant claims. This is not found persuasive 
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for the following reasons: 1 . Table 1 provides written description form the perspective of SEQ 
ID NO: 3 in that it would be clear that residues 2-65 of SEQ ID NO: 3 must be stringently 
maintained in order to retain function. However, the claim reads from the perspective of SEQ ID 
NO: 1, and suggests that mutations in SEQ ID NO: 1 (up to 30% of the sequence) can be made 
and still retain promoter activity, despite the teachings that this region is the minimal promoter 
region; 2. The claim is indefinite (see below) in that it is difficult to ascertain if SEQ ID NO: 1 is 
to be 70% identical with SEQ ID NO: 3, or if the entire 120 nucleotide sequence is to be 70%, 
85% or 95% identical to SEQ ID NO: 3 (but the sequence corresponding to SEQ ID NO: 1 must 
maintain 100% identity in order to maintain the function, as taught in the specification). 
Clarification of this issue may help satisfy the written description deficiencies, should the latter 
be the case. 

Claim Rejections - 35 USC§112, Second Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1, 4-6, 9-13, 16-18, 21, 23-28 and 30-41 are rejected under 35 U.S.C. 1 12, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. This is a new rejection not necessitated by 
amendment. 

Claims 1 and 13 (and all dependent claims) recite the language "[a] nucleic acid no more 
than 120 nucleotides in length and comprising the nucleotide sequence shown in SEQ ID NO: 1 
that hybridizes" to the complement of SEQ ID NO: 3. It is unclear if it is the 120 nucleotide 
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sequence or only SEQ ID NO: 1 that hybridizes to SEQ ID NO: 3, therefore the metes and 
bounds of the claim as it regards the nucleic acid are unclear. 

Claims 33 and 41 (and all dependent claims) recite the language "[a] nucleic acid no 
more than 120 nucleotides in length and comprising the nucleotide sequence shown in SEQ ID 
NO: 1 that hybridizes that is at least 70% identical in sequence to SEQ ID NO: 3". It is unclear 
if it is the 120 nucleotide sequence or only SEQ ID NO: 1 that has 70% identity to SEQ ID NO: 
3, therefore the metes and bounds of the claim as it regards the nucleic acid are unclear. 
Significantly, the percentage of identity changes in dependent claims 34 and 35, but the rejection 
is the same. 

Claims 13 and 41 (and all dependent claims) are rejected under 35 USC 1 12, second 
paragraph, as being indefinite for failing to recite a positive process step that refers back to the 
preamble of the claim. In order for the claimed method to be definite in terms of the metes and 
bounds of the invention, the claim must recite a method step that provides for the result of the 
method as claimed. Specifically, there is no step in the claims that indicates that expression of a 
structural gene actually is promoted, only that it can be (e.g., is there an induction step, or is the 
promoter activity constitutive). 

Claim 36 (and all dependent claims) recites the language "a plurality of polynucleotides 
having the sequence of SEQ ID NO: 1." It is unclear if the use of the word having dictates open 
or closed language because it is not a legally defined transitional phrase. In the interest of 
compact prosecution, the term will be interpreted as broadly as reasonable, which includes open 
language. 
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Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 

basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

Claims 6, 9, 10 and 37 are rejected under 35 U.S.C. 102(b) as being anticipated by US 
5,801,016 (see entire document; henceforth '016). This is a new rejection not necessitated by 
amendment. 

It is noted that the aforementioned claims are rejected despite their being dependent on a 
claim that is not covered by the art. This is the result of a failure to limit the independent claim 
by reciting "open" language in the dependent claim when "closed" language was used in the 
independent claim (see the "Objections" section above). 

The '016 patent teaches an expression plasmid comprising a sequence in which SEQ ID 
NO: 1 is present with 100% identity and is capable of promoting the expression of a downstream 
gene, wherein the sequence originates from an intron of rice Phospho lipase D (see for example 
column 2, lines 25-32 and column 3, lines30 to column 4, line 7). This anticipates the vector 
claims but not the isolated nucleic acid claims for the following reasons: 1. The isolated nucleic 
acid of claim 1 (for example) has the limitation wherein it cannot be longer than 120 nucleotides 
in length, set by the upper limit in the claim; this upper limit is not taught by the '016 reference. 
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However, such a sequence is present within the context of the expression plasmid taught by the 
£ 016 reference as recited above, therefore a vector comprising a nucleotide sequence (meaning it 
can have additional flanking sequences) that is no longer than 120 nucleotides in length and 
comprises SEQ ID NO: 1 is taught by the reference; 2. There is no limitation in the claim that 
states the flanking sequences within the context of the vector cannot be those sequences 
represented by SEQ ID NO: 3, which is what is disclosed in the '016 reference. Therefore the 
expression vector taught by the '016 reference meets the limitations of the claims. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 1999 
(AIPA) and the Intellectual Property and High Technology Technical Amendments Act of 2002 
do not apply when the reference is a U.S. patent resulting directly or indirectly from an 
international application filed before November 29, 2000. Therefore, the prior art date of the 
reference is determined under 35 U.S.C. 102(e) prior to the amendment by the AIPA (pre-AIPA 
35 U.S.C. 102(e)). 

Claims 6, 9, 10 and 36-38 are rejected under 35 U.S.C. 102(e) as being anticipated by US 
6,214,578 (see entire document; henceforth £ 578). This is a new rejection not necessitated by 
amendment. 

It is noted that the aforementioned claims are rejected despite their being dependent on a 
claim that is not covered by the art. This is the result of a failure to limit the independent claim 
by reciting "open" language in the dependent claim when "closed" language was used in the 
independent claim (see Objections section above). 

The '578 patent teaches an expression plasmid comprising a sequence in which SEQ ID 
NO: 1 is present with 100% identity and is capable of promoting the expression of a downstream 
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gene, wherein the sequence originates from an intron of rice Phospholipase D (see for example 
column 3, lines 6-13 and column 2, lines 9-15); the reference also teaches the surprising result 
that ligating multiple sequences increases the level of expression of the gene to which they are 
operably linked (see for example column 1, lines 59-67). This anticipates the vector claims but 
not the isolated nucleic acid claims for the following reasons: 1. The isolated nucleic acid of 
claim 1 (for example) has the limitation wherein it cannot be longer than 120 nucleotides in 
length, set by the upper limit in the claim; this upper limit is not taught by the 4 578 reference. 
However, such a sequence is present within the context of the expression plasmid taught by the 
'578 reference as recited above, therefore a vector comprising a nucleotide sequence (meaning it 
can have additional flanking sequences) that is no longer than 120 nucleotides in length and 
comprises SEQ ID NO: 1 is taught by the reference; 2. There is no limitation in the claim that 
states the flanking sequences within the context of the vector cannot be those sequences 
represented by SEQ ID NO: 3, which is what is disclosed in the '578 reference; 3. With respect 
to claim 36 and 38, the claim recites open language (see 112, second paragraph rejections above) 
and does not set forth the limitation wherein the nucleic acid is no longer than 120 nucleotides in 
length, and is therefore anticipated fully by the reference. Therefore the expression vector taught 
by the '578 reference meets the limitations of the claims, including the isolated nucleic acid 
because of its recitation of "having", which is interpreted as being the same as "comprising". 

The applied reference has a common inventor with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
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CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1.131. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re VogeU All F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1 . 1 30(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

Claims 6, 9 and 10 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claim 2 of U.S. Patent No. 5,801,016 (see entire 
document; henceforth the '016 patent). Although the conflicting claims are not identical, they 
are not patentably distinct from each other because the instant claims are genus claims that are 
anticipated by the species claims of the '016 patent. Specifically, claim 2 of the '016 patent 
teaches a recombinant vector capable of expressing a foreign gene through the action of a 
sequence identified as SEQ ID NO: 1, which is by definition inserted in an intron since its source 
of isolation is an intron. This sequence comprises SEQ ID NO: 1 of the instant specification, 
therefore the recombinant vector of claim 2 of the '016 patent anticipates the broad genus of 



Application/Control Number: 09/600,602 Page 1 1 

Art Unit: 1636 

recombinant vectors that comprise a nucleotide sequence comprising or consisting of SEQ ID 
NO: 1 of the instant application because the claimed vector is a species of the broad genus. 

Claims 6, 9, 10 and 36-38 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 13, 14 and 35 of U.S. 
Patent No. 6,214,578 (see entire document; henceforth the '578 patent). Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
instant claims are genus claims that are anticipated by the species claims of the '578 patent. 
Specifically, claims 13, 14 and 35 of the c 578 patent teach a recombinant vector capable of 
expressing a foreign gene through the action of a sequence identified as SEQ ID NO: 1, which is 
by definition inserted in an intron since its source of isolation is an intron. Claims 13, 14 and 35 
further recite the use of a plurality of these specific sequences for the enhanced expression of the 
foreign gene. Because SEQ ID NO: 1 of the '578 patent comprises SEQ ID NO: 1 of the instant 
specification, the recombinant vector of claims 13, 14 and 35 of the '578 patent anticipate the 
broad genus of recombinant vectors that comprise a nucleotide sequence comprising or 
consisting of SEQ ID NO: 1 of the instant application because the claimed vector is a species of 
the broad genus. 



Allowable Subject Matter 



No claims are allowable. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David A. Lambertson whose telephone number is (703) 308- 
8365. The examiner can normally be reached on 8 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Remy Yucel, Ph.D. can be reached on (703) 305-1998. The fax phone numbers for 
the organization where this application or proceeding is assigned are (703) 305-3014 for regular 
communications and (703) 305-3014 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 

David A. Lambertson . 



May 16, 2003 




